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Basis of the opinion 

M:la.«sh.,„.o,opl„.n-h™«.,d.onove«,,,™en*e.,pan.,nd.s«,,appllc,b„^ 
Lack of unny ot Invention ,^^^,1,^ „ 

□ Box No. VI Certain documents cited 

□ Box No VII certain defects in the international appl.cat,on 

□ BoxNo.V,,, Certainobservationsontheinternationa.app..cat,on 
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International application No. 
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INTERNATIONAL SEARCHING AUTHORITY 



PTTTf M» I Basis of the opinion 



-ZTIZZ^ this opinion has been established on the basis of the international application in 

T^:^!u^,e^n^^^ '"^'^^^^^ ""'"^''^ 

□ Thisopi^on^be.^— ^ 
under Rules 12.3 and 23.1(b)). 

. ♦.^^ «nH/hr amino acid sequence disclosed in the international application and 
^l^Xl^r!^^^^^^'^" established on me ^^oi: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ fumished subsequently to this Authority for the purposes of search. 

3. □ lnadd.ion.inthecase..m^^;^^-^^^ 

Se1ts^Si?L!rtK 
appropriate, were furnished. 

4. Additional comments: 
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_ International application No. 
WRITTEN OPINION OF THE ^ PCT/IB2004A)01 003 
INTERNATIONAL SEARCHING AUTHOHinr ^ 



Rn« No. II Priority 



1 B) The following document has not beenlutnished: 

H copy o. the earlier application whose phorfty has been claimed (Rute 43WS.1 and 66.7(a)). 

□ translation o, .he earlier application whose prfor^y has been Cainned (Rule 431^.1 and 66.7(b)). 

SZffleTe^rhXnlSe^rrn"^;^^^^ 
3. Additional observations, if necessary. 
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^r^.^.trxKi mc TUP International application No. 
S^S^SE^aV^^^^^^ authority PCT.B2004A)01003 



BOX NO. ill Non- establishment of opinion with regard to novelty, inventive step and industrial 

applicability 

The questions whether the claimed invention appears to be r^ov^,^o mvoWe an inventive step (to be non 
obvious) or to be industrially applicable have not been examined .n respect of. 

□ the entire international application, 
El claims Nos. 25 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify). 

□ the Claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the whole application or for said claims Nos. 

□ the nucleotide andtor amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instmctions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ See separate sheet for further details 
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Box NO. IV Lack of unity of invention 



1 . S ,n response to the ihvitation (Form PCT/.SA/206) to pay addrtional fees, the applicant has: 
H paid additional fees. 

□ paid additional fees under protest. 

□ not paid additional fees. 

2 □ Th. Authomy -ound ,ha. .he rsquiremen, o, unny o, inven.on ^ no. complied w»h and chose no. » invHe 
the applicant to pay additional fees. ^ , o o ■ 

3. This A„.ho,i,y consider .ha. .he re<.ui,emen. o. un«y o, invent^n in accordance w«h Ru^ ,3.1, 13.2 and 13.3 

□ complied with 

m not complied with for the following reasons: 

see separate slieet . ,• ♦ „ 

4. Consequen.^.«.isrepor.hasheenes«*hed,n,espec.o,.he,o,,owin«partso,,he.n.er„a«ona,app,.a,«,n. 

H all parts. 

□ the parts relating to claims Nos. 



^ ^«>»mont under Rule 43b/s .1(a)(i) with regard to novelty, inventive step or 



1. statement 
Novelty (N) 



Yes: Claims 10-19 
No: Claims 1-9,20-25 



,„ven.ives.ep(iS, V-^ Ciains ^ ^ 

lndus.rialapplicabili.y(lA) Yes: Claims 1-24 

No: Claims 



2. Citations and explanations 
see separate sheet 
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International application No. 

WRITTEN OPINION OF THE 

INTERNATIONAL SEARCHING PCT/IB 2004/001003 
/VIITHOP'TV ^QFPARATE SHEET) ■ 

Re Item III- 

ri^im 25 relates to subject-matter considered by this Authority to be covered by the 
Claim 25 "-^'f^^ ^"^^^^ Consequently, no opinion will be formulated with 

34(4)(a)(l) PCX). 



Re Item IV. 

The separate inventions/groups of inventions are: 

Ltss'foVpL^^^ substantially pure pravastatin, the process -mpHsing ^^^^^^^ 
said pharmaceutical composition. 

They are not so linked as to form a single general inventive concept (Rule 13.1 PCT) 
for the following reasons. 

A r,rocess for producing pravastatin, the process comprising culturing microorganisms 
IderThdrnfc^pable of converting compactin to pravastatin by ma,nta,nmg a 
^ncen^atton of compactin not less than 300 ^.g/ml during the process, and 

Xt—:rm'p:XnwL^^l already state Of 
of the present application. 
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International application No. 

WRITTEN OPINION OF THE 

INTERNATIONAL SEARCHING pr.T/lB2004/001 003 
AUTHORIIY^EPARMiS^ " 

pa.e 1, and 03 (WO0017.82) (C. ^-'^^l^^ TJ^^sl'^T.'' 
substantially pure pravastatin up method of treating 

cxrrr:=r.==^^^^^^ 

,n the light oUheaPove mentioned p.or a., the prob^rns and corresponding solutions 
0, the Resent application can be summarized as follows, 
problem 1 : providing a further process for producing pravastatin; 
so,ut,ont:process,or producing p— 

srjrrnSoTor^^^^^^^ 

problem 2: providlngafurthersubstan^al^ pure pravastatin composition; 
said pharmaceutical composition. 

The,SAconsidersthat.duetothefac,that^aprocess^^^^^^^^^ 

process comprising cufturing --"^TrcenUa o"^* not less than 300 

compacin to pravastatm ''^ "-"'^^Sy^ a pharmaceu«cal 

ug/ml during the process, and s"''^'^"*'^ P^J^..... ^f treating hypercholesterolemia 
'composition comprising eu«ca?<^mp^^^^^ were' nol (cf. D1-D3), due 

comprising administenng ^^"^P^^^^^^'^'^tove^eL problems and their 
to the essential differences ^^t"^^" .'^f^X^Tno other t^hnical feature can be 



13.1. 

Re Item V. 

1 Tlie follo>wing 



documents are referred to in this communication: 
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International application No. 

WRITTEN OPINION OF THE 

HJTERNATIONAL SEARCHING p r.T/IB2004/001 003 
I^SoRnY^EPARAIESHEED 

. WO 0 A (VUNG..M PH ARMACBUTiCAU ^^^^^^^^^^^ -ii VOON 

■ (KR); LEE OOO ^1"^° (2002-06-27) 

D2- US 2002/081675 A1 (HORVATH ^ " ' ^ . m|l|VOJEVIC 

03: WO00/17182A(LEKTOVARNAFA^^^^^^^^^ 

324, XP004239132 ISSN: 0021-9673 
2 NOVELTY (Art. 33(2) PCT)- INVENTIVE STEP (Art. 33(3) PCX) 

process for producing P-^^^^f "^^^^^Tnu^ urfder conditions capable of 
microorganisms belonging to 3 concentration of compactin 

converting compactin P'-^'",X~cess, namely in a range 0. 0.1- 
not less than 300 pg/ml <=°:°^,^>°""32'ct matter of independent claim 1 . 

^^n=;^:r:=::tsrne«(Art.33,2)PCT.. 

.2 Oependento.ms2-22donot..^^^^^^^^ 

:~irero-r r rpv:%3., (3) POT, 

.3 :npart,cular,claimsia^^^^^^^^^^^ 

"about 300-900 \iQ/m\ (= 0.03-O.oy a>;. in Moreover, 
and as sue. renders thes^peo^^-^^^^^^ 
"about 0.09%" could m fact be O.i /o ^ct. u 
novelty (Art. 33(2) PCT). 

... Oocuments02(cf.page6paragr^-^^ 

29 and examples '-^^fJ^'^^^'^'^Tci even 99.83% respectively, as well 
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TLJc International application No. 

WRITTEN OPINION OF THE 

INTERNATIONAL SEARCHING POT/IB2004 /001003 
AilTHORITY (SFPARATE SHEET) 

treating hypercholesterolemia comprising administering f ^7XlubLct 
coTosition consequently, the documents D2. D3 or D4 anticipate the sub ec^- 
maTer ol claims 23 25 (Art. 33(2) PCT) (cf. also present descnption page 5 lines 
20-24 and page 8 lines 22-24). 

Thus, the present application does not meet the criteria of Article 33(1) PCT 
becai^se the subject-matter of claims 1 -9 and 20-25 is not new m the sense of 
Article 33(2) PCT. 

Thus the present application does not meet the criteria of Article 33(1) PCT 
because' ^ subject-matter of claims 1-25 does not involve an inventive step m 
the sense of Article 33(3) PCT. 

For the assessment of present claim 25 on the question whether it is industrially ^ 
i~ 

can also be dependent upon the formulation of the claim. The EPO for example, 
does not recognize as industrially applicable the subject-matter of c a.ms o 
use of a compound in medical treatment, but may allow, however claims to a 
known compound for first use in medical treatment and the use of such a^ 
compound for the manufacture of a medicament for a new medical treatment. 
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